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PEOPLE’S REPUBLIC OF CHINA
e E \Y 4 A
2 S U

CERTIFICATE OF A PHARMACEUTICAL PRODUCT

&

ZIEWIFF St A A (WHO) HEFFIIAR I, THIESE 2 i FR 3 3 A0 T [ 2R 24 i B B A
BT VE RN T ASFEGAAAS RIS A7 e RS BT e BT AN IH, - RIAAIE
A I 1 B o

This certificate conforms to the format recommended by the World Health Organization (WHO). It
establishes the status of the pharmaceutical product and of the applicant for the certificate by the
national certifying authority in the country. It is for a single product only since the manufacturing
arrangements and approved information for different dosage forms and different strengths can vary.

UE %5

No. of certificate:

T e A R

Certifying country: PEOPLE’S REPUBLIC OF CHINA

[AXIATF] #EAE XD -

[Not disclosed to the public] Requesting country(countries) or regional authority(authorities) :___

1. EZ1Z B Basic information

L1 PR ARR:  (EERAEERAFR ONND A8 A EARR) « fERDE ChED $Ftf
PRI fh 4%, WA TTRE, SROLAREE IR TEANE R GBIX) MM (A AFED 5 24
dh s (FPP) AAFRIAL.:

Name:(International Nonproprietary Name (INN)/generic/chemical name); brand name of the

pharmaceutical product as it is declared in the marketing authorization certificate and used within the
territory of the certifying authority and, if possible, the brand name for the foreign country as declared
by the requester, (if different); and, the dosage form of the finished pharmaceutical product (FPP): _

1.2 [AXANATE] AT H B VSR 447K, BRERAIRCTT CELARHIRHE A R 78 B AL J7 4Lk
) 1 ATRABR R

[Not disclosed to the public] Composition: active pharmaceutical ingredient name(s) using if

possible, INNs or national nonproprietary names, Unit formulation (complete quantitative composition
including all excipients) !, see attached information.
1.3 ZZ e SRA R E D DE ChED SEl g B ?




Is this product authorized by the certifying authority to be marketed in the certifying country?
13,1 [AXANATF] L vFm] oo 75 BRI E 7 ot A & L 20 s F IR A 2
[Not disclosed to the public] Are there restrictions of the sale, distribution or administration of
the product specified in the marketing authorization?
1.4 ZZR B OeEs OE (RED SR EsEbrfEm 2
Is this product actually on the market in the certifying country?
(Q2A %H0 2B FRAEHFK, FHik: W13 ES<R”, 2024 5, 2B WAL W
L3 EE«E”, 2N 2B #H5, 24 BHLIO

(Sections 2A and 2B below are mutually exclusive, therefore:If the answer to 1.3 above is

yes, continue with section 2A and omit section 2B; If the answer to 1.3 above is no, omit section 2A
and continue with section 2B)

2. T3 AE E Information on marketing authorization

2A. HOE (FE) BA S LM Product that is authorized for marketing by the
certifying authority.

2.A1 PRt ST S 1] -

Number of marketing authorization and date of issue (dd/mm/yyyy) :

Pty ) 1KV SR KA ) e 3

Indicate, when applicable, if the marketing authorization is provisional and the marketing

authorization pathway, e.g. abridged, etc:
2.A2 2y ETTVERTREA N (CARRFIHBIED -
Marketing authorization holder (name and address):
2A3 [AXHNATE] Zilh BTV TR A Sy 287
[Not disclosed to the public] Status of marketing authorization holder:
2. A4 [ARINATF) R B a7 2 R SRAL IR I ?
[Not disclosed to the public] Is a summary basis for approval appended?

25 RRAMATF] BT B IF RO = S R A e e, R b VT —50
[Not disclosed to the public] Is the attached officially approved product information complete

and consistent with the marketing authorization?
2.A.6 GARFTEEAE BRI REA N, B B AL BRI L
Name and address of applicant for the certificate as provided by the marketing authorization
holder, if different:
2.A7 P BTV RAE BN TR (D
Web-link to the product marketing authorization information (if available):
2.B. HOE (FE) A K LT Product that is not authorized for marketing by the
certifying authority.
2.B.1 HIiEH (AFRAIE -




Applicant for certificate (name and address):

2.B.2 [AXSHMATF] RIR LT VERT B AL 2

[Not disclosed to the public] Why is marketing authorization lacking?
2.B3 [AXFHMATF] HIEE SRAER A A SRR

[Not disclosed to the public] Reason provided by the applicant for not requesting registration. __
3. = RREHIASE Information on manufacturing and inspections

3.1 A A RR. . SRS BN

List of name and address of the manufacturing site(s) and activities:
a) ZifhEh (FPP) HIFTE £/~ 0 18,
manufacturing of all steps of the finished pharmaceutical product (FPP);

b) FrALE ™ il A

manufacturing the bulk finished product;

c) AR A7 5

manufacturing of solvent and diluents;

d) 24t it B4 T B A
quality control of the FPP;

e) 2 it B AT 5
batch release of the FPP;

f) AL

primary packaging of the dosage form;

g) AMu

secondary packaging of the product;
h) HoAt GEFEAEZHD

other(s) (specify and list in new rows).

Az PR ARl 4 R A P ik [AXHMATT] MR TES)
Name of manufacturing site Address [Not disclosed to the public] Activity
3.2 HEEUE B 24 0 M B S D 1 0 1% 24 it ) S B AR A R AT E A AT 2 &

Does the certifying authority arrange for periodic inspection of the manufacturing site in which

the FPP is produced?

3.3 JE e A 30

Periodicity of routine inspections:

3.4 WERFIRMAERERENL? 2 SHSGERIE— R AN [E] .

Has the manufacturer of the dosage form of the FPP been inspected? _Yes. insert date of




inspection(s) (dd/mm/yyyy):
3.5 AR A ARG RT & WHO #ER 2 AL U E B (GMP) 22 _ &
Do the facilities and operations of the manufacturer of the FPP conform to good manufacturing
practices (GMP) as recommended by WHO? 2 Yes
3.6 [AXAAFF] AT CHEEAE R OE (hED SERAF R 5, fF AR A
W FFE GMP 1{5E BRI
[Not disclosed to the public] It is recommended that for products approved, but not

manufactured in the country of the certifying authority, the source of information that assures the GMP

compliance of the manufacturer(s) is declared.

4. HUEE TSR A (5 B TR AL Y RIE AR 24 i e B 6 A R TR Rk 2

=)
7=

Does the information submitted by the applicant satisfy the certifying authority on all aspects of
the manufacture of the product?* Yes

EH IR B AR 24t B A BT ] 44 R

Name of certifying authority:

EE LR R 24t M )

Address of certifying authority:

Hi 1 Telephone number:
M1k Website:
HE4H Email address:
R NFIHR
Name and job title of authorized person:
TE A 2408 *:
Validity of the certificate*:

2557 Signature:
2% 5 H # Stamp and date (dd/mm/yyyy):

FEISVF I UE B B B S, Rl U5 1A http://english.nmpa.gov.cn/database.html &5 & 25 5 44 EEIF
AH 04 2

To verify the authenticity of this certificate, you may visit http://english.nmpa.gov.cn/database.html

to view the database of Certificate of a Pharmaceutical Product.

7E% Explanatory notes
LIES AT AR i o & 25 BN E, ENE BT REA ANBIE R

Details of quantitative composition are preferred but their provision is subject to the agreement



of the marketing authorization holder.

2AUEH] TR B WHO HEFF R GMP L E A4 24 550 BT An i X A 288 32 ity
» WHO BRI AR50, 2014 4, 55986 5, MifF2 (WHO ZydhA s BE. 2N
) o KT AR A N ELAE S AR H GV AR HEAL T SRR e 5E B WHO BRI 5251, 2016
F, 55996 5, E 3.

The requirements for good practices in the manufacture and quality control of pharmaceutical
products referred to in the certificate, are those included in the Thirty-second report of the Expert
Committee on Specifications for Pharmaceutical Preparations, WHO Technical Report Series, No. 986,
2014, Annex 2 (WHO Good manufacturing practices for pharmaceutical products: main principles).
Recommendations specifically applicable to biological products have been formulated by the WHO
Expert Committee on Biological Standardization (WHO Good manufacturing Practices for biological
products, WHO Technical Report Series, No. 996, 2016, Annex 3).

3. NATE N, K mUUNE . B N 2 R B 1R AME R, B AR
PRE B TR T, DAS RIS S B R A DL

It is of particular importance when contractors are involved in the manufacture of the product.
The applicant should supply the certifying authority with information in order to identify the contracting
parties responsible for each stage of manufacture of the finished dosage form and the extent and nature
of any controls exercised over each of these parties.

4.8 VR B IR B A A0 H 24 R B T IR E

A period of validity can be provided by the authority on the certificate.
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I
HEOE GhX)
HL
L
1.1.1 P=5h & FR
B
1.1.2 Hp[E 55 N SR E
mt (R IETD
1.1.3 g E GhiX) /&
mhd (AELIETD
L
1.1.4 7|7
B
L
1.2.1 &M
515
L
1.2.2 Fikg CRALFED
55
1.2.3 AFEMEE A | L
fic 77 (AT AR ) H s
L o Yes
1.3 ZZjdhe T RISV n] 78 B S ) T 3 Al A
75 No
o5&, 15 W AT {5 B Yes, see attached
1.3.1 EiivEnr @ S oA e P e e | ,
information
B P R o]
ofs  No
N o Yes
1.4 ZZ5 i e b EEE N T b seba il A
o? No
2.A11 2SS/ E R 2 |
e S/ Bk R P
2.ACFE HL:
W Lz, | 2-A-12 S/ SRR T .
e
WS O/, TR
9 _L Z 1/ H
2AL3 REBTMB EAEM |
Yes, specify:
2R
o




2.A2.1 Zyfh BTV REE N/ R
R RSN IR e A Sl
T Bk 4% SR AR

2.A22 Zyfh BT REA N/JR
R REHEE PR E /2
7 R £ ZE A

2.A3 # ETHFAT A NS
Syt

o rE ek,
KA
Manufacturer, __ (one of the options of 3.1)
o, PR U

Other, specify:

CEM3THPIEFAT & S

&, 15 LT S & Yes, ttached
2A4 REMAMEN ISR | o see afache
information
1 4 .
oty No
&, 15 W BT {5 B Yes, ttached
2AS PR R | o SeE e
N X information
FERRETE, 2H5 EWiFa/
e 1 5 oo
- oA$EHE Not provided
2A.6.1 AR HFIFEEARLAN L | diyr,
T VR AT A N/ TR} 24 4t o 3 %n
TR &/ P AT RS R, | i,
R 2 14 R
2A.62 WHRFIFHEALLA M E | dir,
7 VF AT A N/ TR 24 i 3 S
FoRr & /P AT BRI R, | Wi
FE &
2.A7 PEE BT/ R R B
SR REEMITEERE (A
it 4R s
2B 2B11 ﬁ% VN .
K AE iy
BN 25 -
- X
B 2.B.12 HiEH
P :




oA 75 ENot required

oARHE, $HE2B3

Not requested, specify in 2.B.3.
o® PFH Under consideration

2.B.2 ARIR BT VA AbEE A | ofifERefused

AR 7 ORIESEBRIEILE | o T p b R KR

) Withdrawal for commercial reasons
o T AR AR T

Withdrawal for sanitary reasons
mERN |

Any other reason, please specify:

o7 e T TR YT MBI T T A ) (an
o --E  H ERAT D
The product has been developed exclusively

for the treatment of conditions (e.g. tropical

X . diseases — not endemic in the exporting
2.B.3 HUFH SEAOR B EM/ %
country):
E R —
S O AT LA R,
CRR A 52 B 1 DL )

The product has been reformulated - please
specify:
oAb R, EER

Any other reason, please specify:

3.1 AR AR, AR A OGTE S

a) Zifh it (FPP) [IFTA A5~ 0% manufacturing of all steps of the finished pharmaceutical
product (FPP);

b) FRELEEFZMAIAEF; manufacturing the bulk finished product;

c) WEFIAIMRER A ; manufacturing of solvent and diluents;

d) 25 i E$E ;s quality control of the FPP;

e) Zjdn i IHEAT; batch release of the FPP;

f) WHEZE; primary packaging of the dosage form;

g) #MI%E; secondary packaging of the product;

h) HAth, iEFEGNSIE: other(s) (specify and list in new rows).
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GIEWIRIRR Y, IR HIUAE ARy “R” . sk
2y iy B B ) AN S AR OC 24 il tH HAIE R

bRl “Hm7

3.3 JE SR 1 A3

CHYFLTIE B 0 24 i B PR ) AEAE A P IR

3.4 PRI AR R
Y el

CHYFLIE B 0 24 i B PR ) AEE A RS

3.5 AFE B MR AR

MR WHOMEE 25 | GEEEIBNRCh, BREIDUEENE R “R-” « EbriEnih “57,
mn AR B BV (| 24 e B BT AT X A O 24 i tH ELIE D

GMP)

3.6 X b #EE A

RE SN AR A, | o, TEAESE S Yes,see attached information

T PRALUE B AR P2 L | oANi&E R Not applicable

= GMPH{E BRI

4 HIEHE PR E R

R A N EIEWRZ | GEUIERY, RERTUEEANEN “&7 . WmsLbriFiy “&” ,
vt Mo A L [0S | 2 M B T AN R A DG 24 i H HIE D

AR T SR
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(PU) EREERF 2.A.1.3 TN, WzBEAEILRERET (%
RIEMERDE) IR ETEMERDN, MEEE "B |, FF
IRBBEAER, MABETFINR L EERRY, NMEER | .

() HigFED2.A2.1 0, 2.A22T0, 2.A.6.1 I, 2.A.6.2
IR, 2.B.1.1 T4, 2.B.1.2 BipN H 5505 (Z5 =TI iE ) #fA“1E
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FaFE A, NEEMIRHA R EHiF e AZITEA R
OEEIEBERYAEA.
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MIFAFE AREMERR, NHEFEMREBSHIEE,
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mHOFESIER) —RRXERIIMRINESIENY, WX
RSN R I EEETERESSER, FHMEEARTE, A
iR "R . ENAREEI M RIS EETWIRHEIAS,
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BT VFRT /T4 AL marketing

authorization FLHAEIE 514 product-licence # % record filing

25 L VE TR N marketing | #iEEIEEI P RFA #E product-licence | £ % # record filing
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P2 i HEHE S5 number of Bl 25 0
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S EREEETUALL. FIEEES.
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E R E S AR AP RA B TEEE
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Authorization Letter for Applying

Certificate of A Pharmaceutical Product

i 1 MERAFNUEEARHOE (tX) EmiraRraEnET
A0, ZESEILEEESEN, HEERRNFRIFRIGRE,
BNIAFEAMERTEEH BRIIERENK.

2. EARFRIITE SR,
3. ZREARTERARIVAY, RAFRERY, {RRERIRFAIFICE
7, RIEBD S,

onwl e FAZE XX [ GiIX) 255 EErTHFa &, £t XX
AFE] AN A% T2
We are the marketing authorization holder of the following pharmaceutical

product(s) in XX country/region. XX (pharmaceutical product manufacturer)

is entrusted by us to produce the pharmaceutical product(s) to be exported
from P. R. China:

ERLEZYiE
Name of the pharmaceutical product(s) :

HENCT . iz iR e E BT, 1S 87 )

Number of marketing authorization in P. R. China (If the pharmaceutical

product is not authorized for marketing in P. R. China, fill in “None”)

M2t B2 S A P A AR R FE A 7 B B 2 A (24t DV IR
WY, aE CHNHEM BN A TR,
We hereby authorize the aforementioned pharmaceutical product manufacturer

to submit an application for the Certificate of a Pharmaceutical Product for



the aforementioned pharmaceutical product(s). The information provided in
the application documents is confirmed.

ZIEWIR: B F__H_ _H=E F__H__H
Authorization Period: From (dd/mm/yyyy) to (dd/mm/yyyy)
AT AR AR (i 2

Entrusting Party (Company Name): (Company Stamp)
ZAE )T AR ik
Entrusting Party’s Address:
PR AVE P NES e
Signature of Legal Representative:
H -

Date: (dd/mm/yyvyy)




[ 5

AR
( ) |:| II/—,.~ IE'%
] II)’EE:EF'?' 7|=Jr iEHES'Z#F

PEOPLE’S REPUBLIC OF CHINA
( ) MEDICAL PRODUCTS ADMINISTRATION
Written confirmation for active substances exported
to the European Union (EU)

Confirmation no.(given by the issuing regulatory authority):

UEW S 5

1. Name and address of site (including building number, where applicable):

A Al A BRI (AR RS T TR )

2.Manufacturer's licence number(s):

CH A= FRIE) %'

REGARDING THE MANUFACTURING PLANT UNDER (1) OF THE FOLLOWING
ACTIVE SUBSTANCE(S) EXPORTED TO THE EU FOR MEDICINAL PRODUCTS
FOR HUMAN USE

WL 1 pra AR Al AR T 8 A T H R 1N R

Active substance(s)

Active substance(s) Activity(ies) Registry Number!
FURIZE 40 (25l 4D I T 77k P it

THE ISSUING REGULATORY AUTHORITY HEREBY CONFIRMS THAT:

ZZAEW]

This manufacturing plant complies with the requirements of the Chinese Good
Manufacturing Practice (= GMP of EU, WHO/ICH Q7);

ZAME IS GMP £ 6 [ 245 GMP 25k, S5 R T-RCHE L 15 DA 0L & ICH
Q7 %55 GMP Z3K;

The manufacturing plant is subject to regular, strict and transparent controls and to the

UV AR O R Z ik Be, FEREEES “18” .

Record “none” in case where there is for export-only active substance, which is not registered.



effective enforcement of good manufacturing practice, including repeated and unannounced
inspections, so as to ensure the protection of public health ,which is at least equivalent to
that in the EU; and

A VAR S E ] AR AT IE B A DL R ROt AT i h GMP I i, B4
RER AT A, WiRORTT AR, HACFSEEEM=; JFH

In the event of findings relating to non-compliance, information on such findings is
supplied by the exporting third country without delay to the EU.

R IAEIAE DL, K2 B R B AT T

Date of inspection of the plant under (1). Name of inspecting authority if different from the
issuing regulatory authority:

Sz AR A 1 H ], PR CEST] BLAA s A LA 44 FK

This written confirmation remains valid until:

ASUE W ST AT 2801

The authenticity of this written confirmation may be verified with the issuing regulatory
authority.

R AL SCAF 1l S R] PR A R B A A

This written confirmation is without prejudice to the responsibilities of the manufacturer to
ensure the quality of the medicinal product in accordance with Chinese law and Directive
2001/83/EC.

P EAH SGVA R DL IR EE 2001/83/EC 454, A28 M X0 25 i B 1 5%, AIEW]
NGO A 3 JRAT 1R BT

Address of the issuing regulatory authority:
RERER Tk

Name and function of responsible person:

TITNLEA A

E-mail, Telephone no., and Fax no.:

R IRAE . AR, R

Signature Stamp of the authority and date
BT BRI E S H




H KR ER IR Z9UE B S B K B

B UFEIERNT:

FS B FEB | F5 R F
1 |dbmEm BJ 17 | #AdtE HB
2 | KiEH TJ 18 | #EEE HN
3 g HE 19 |I'&RE GD
4 |WLAAE SX 20 | JEEHIREEIRK GX
5 | REAEIBRX NM 21 | EEE HI
6 |IT8E LN 22 | EKm CQ
7 | &SME JL 23 | WIlE SC
8 | BEIE HL 24 | &mMNE GZ
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